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Examining Authority and is transmitted to the applicant according to Article 36. 
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□ This report is also accompanied by ANNEXES, i.e., sheets of the description, claims and/or drawings which have 
been amended and are the basis for this report and/or sheets containing rectifications made before this Authont)'. 
(see Rule 70.16 and Section 607 of the Administrative Instructions under the PCT). 

These annexes consist of a total of ^ 



sheets. 



3. This report contains indications relating to the following items: 
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II 
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[1 


VI 


□ 


VII 
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VIII 
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Certain documents cited 



Date of submission of the demand 
13 SEPTEMBER 2000 



Date of completion of 
04 JUNE 2001 



this report 





Name and mailing address of the IPEA/US 
Commissioner of Patents and Trademarks 
Box PCT 

Washington, D,C. 20231 
Facsimile No. (703) 305-3230 



Authorized^ffj 

SCOTTd&f PRtEBE, PH.D 
Telephone No. (703) 308-0196 



Form PCT/IPEA/409 (cover sheet) (July 1998) i 



INTERNATIONAL PRELIMINARY EXAMINATION REPORT 



International application No. 
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I. Basis of the report 



1. With regard to the elements of the international application:* 
the international application as originally filed 
the description: 

1-9 



pages 
pages 
pages 



NONE 



, as originally filed 

, filed with the demand 



NONE 



, filed with the letter of 



pages 
pages 
pages 
pages 



10 



NONE 



NONE 



, as originally filed 

, as amended (together with any statement) under Article 19 
, filed uuh the demand 



NONE 



filed with the letter of 



the drawings: 
pages _ NONE 

pages 

pages 



NONE 



, as originally filed 

, filed with the demand 



NONE 



the sequence listing part of the description: 

pages NONE 

pages NONE 

pages NONE 



, filed with the letter of . 



, as originally filed 

, filed with the demand 



, filed with the letter of . 



2 With regard to the language, aU the elements marked above were available or fiimished to this Authont>' in the language in u hich 
the intemational appUcation was filed, unless otherwise indicated imder this item. 

These elements were available or furnished to this Authority m the following language _ _ wmcn is. 

I I the language of a translation furnished for the purposes of intemational search (under Rule 23.1(b)). 
I [ the language of publication of the intemational application (under Rule 48.3(b)). 

[~] the language of the translation furnished for the purposes of intemational preliminary examination (under Rules 55.2 and/ 
or 55.3). 

3. With regard to any nucleotide and/or amino acid sequence disclosed in the intemational applicaUon, the intemaUonal 

preliminary examination was carried out on the basis of the sequence listing: 

□ contained in the intemational application in printed form. 

[ [ filed together with the international application in computer readable form. 

I [ fumished subsequently to this Authority in written form. 

[ I fumished subsequently to this Authority in computer readable form. 

□ The statement that the subseauenay fumished written sequencrltSting does not go beyond the disclosure m the 
intemational application as fued has been fumished. 
I — I The statement that the information recorded in computer readable fomi is identical to the writen sequence listing has 
' — ' been fumished. 

4 [x\ 'J'he amendments have resulted in the cancellation of 

[3 the description, pages NONE ^ 

0 the claims, Nos. NONE 

He] the drawings, sheets/ftg NONE 



5. Q This report has been drawn as if (some of) the amendments had not been made, since they have been considered to go 

beyond the disclosure as filed, as indicated in the Supplemental Box (Rule 70.2(c)).** 
* Replacement sheets yvhich have been furnished to the receiving (^ce in response to an invitation under ^"ll^j.^^^^^^^^ 
in this report as "originally filed" and are not annexed to this report since they do not coniam amendments (Rules 70. if^ 
and 70.17). 

♦*/4nv replacement sheet containine such amendments must be refer red to under item J and annexed to this report^ 
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V Reasoned statement under Article 35(2) -ith regard to novelt>, inventive step or industrial applicability; 
citations and explanations supporting such statement ^ ^ 



1. statement 

Novelty (N) 



Claims NONE 
Claims 1-2 



Inventive Step (IS) 



Industrial Applicability (lA) 



Claims NONE 



Claims 1-2 



Claims 1-2 



Claims NONE 



YES 
NO 

YES 
NO 



YES 
NO 



2 citations and explanations (Rule 70.7) 

Claims I and 2 lack novelty under POT Aiticle 33(2) as being anticipated by Bernstein et al (US Patent 5.648,061). 

Applicant's claimed invention is to an in vitro system and its use for identifying agents capable of affeaing oxidative damage 

a rSll cell culture wherein the cells were derived from a transgenic mouse expressmg the human d^^^^^^ 
;ZoteraL means to generate reactive oxygen species. Bernstein et al disclose an in ^^^^^^^^ ^^^^'"^ 
dln^Id f om a transgenic mouse expressing the human elastin promoter operably hnked to a CAT reporter gene and its use in 
fSii" ^^^^ of iiitiS cutaneous photodamage. Bernstein et al also disclose that the -^-^^^f,^^^^^^^ 

iS^lyS^n^P^i^s L by exposing the fibroblast cells to UVB radiation. Therefore, the claimed invention was clearly 
anticipated. 



NEW CITATIONS 



NONE 
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Applicant 
BERNSTEIN, ERIC F. 



first 



(first, etc.) drawn by this International Preliminary Examining Authority. 



1. This written opinion is the 

2. This opinion contains indications relating to the following items: 

I 1^ Basis of the opinion 

II rn Priority 

III Q Non-establishmem of opinion with regard to novelty, inventive step or indus^^^ 

IV I — I Lack of unity of invention 
Reasoned statement under Rule 66.2(a)(ii) with regard to novelty, inventive step or industrial applicabUity; 
citations and expUnations supporting such statement 



VI 



□ 



Certain documents cited 
Vii Q Certain defects in the international appUcation 
VIII Q Certain obiiervations on the international application 

3 The applicant is hereby invited to reply to this opinion. 

* When' see the time limit indicated above. .^..^yU^^ ■ i'i- - ^ inn n f r^ . t tun ,., l .m. r, r n gn o rt th. 

Am l i ui ity T fi t r^r w nn nmnn^'^" i 
H0W7 By submitting a wriaen reply, acxc«.paniedL where aPP-g^^^^^^ according to Rule 66.3. 

For the form and the language of the amendments, see Rules 66.8 and 55.V. 



Also 



For the form and the language ( 



For an informal communication with the exammer, see Rule 66.6. r .k-c ^ninmn 

ir „o reply Is fiUd t^^tional prelimir^ry examinaUon report wUl be estabUshed on the basts of thts optnton. 

?^liS„^^i^tSK^S?Ruie69.2is: ?3JUNE200I_ 
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WRITTEN OPINION 



International application No. 
PCT/USOO/04438 



I. Basis of the opinion 



1. With regard to the elements of the imemational application:* 
|x] the international application as originally filed 

Slhe description: 
1-9 



pages 
pages . 
pages , 



NONE 



_ , as originally filed 
filed with the demand 



NONE 



. filed with the letter of 



fxl the claims: 
pages 



10 



NONE 



pages , 
pages . 



NONE 



oc nriainallv filed 

, * — o 

, as amended (together with any statement) under Article 19 
, filed with the demand 



NONE 



, filed with the letter of 



the drawings: 



pages 
pages . 
pages . 



NONE 



NONE 



, as originally filed 

, filed with the demand 



NONE 



[x\ the sequence listing part of the description: 
^ pages _ NONE 



, filed with the letter of . 



pages 
pages 



NONE 



, as originally filed 

, filed with the demand 



NONE 



, filed with the letter of . 



2 Withr^gard to the language. aUthe element, n^^ed above we«av^^^^ 

□ the language of a translation furnished for the purposes of international search (under Rule 23,l(b)). 

□ the language of publication of the international application (under Rule 48.3(b)). 

n the language of the translation finished for the purposes of uitemational prelinunary exanunaUon (under Rules 55.2 and/ 
or 55.3). 

3. ^r..h regard to any nucleotide and/or anuno acid sequence d^los«d in the inten^Uonal application, the .dtten opinion was 
drawn on the basis of the sequence listing: 

□ contained in the international application in printed form. 

□ filed together with the international application in computer readable form. 
Q furnished subsequently to this Authority in written form, 
n furnished subsequently to this Authority in computer readable form. 

H The statement that the subseouently fijrnished written sequence Usting does not go beyond the disclosure m the 

□ SerXMlapplicationasfnedhasbeenfurmshed. 

n ^^.tement that the information recorded in computer «adable fomt is identical to the writen sequence hstuig has 

I — ' been funu^ed. 

4 [3 The amendments have resulted in the cancellation of: 

fvl . . NONE 
Liu the description, pages_ , „ . 

0 the claims, Nos. NONE 

[3 the drawings, sheets/ftg _NONE^ 



5 .n ms opinion has been drawn as if (some of) fl.e amendments had not ^ J^ce they have been constdend go 

bej'o.^ the disclosure as filed, as indicated in the Supplemental Box (Rule 70.2(c)). 
* B^U^ceme. s^e. ^cH ,.en fur^sHe, ,o rec^^n, in response .o an in^a,^an un^er Article M are referred r. 

in this opinion as "origincdiy filed'. 
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International application No. 
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V. Reasoned statement under Rule 66.2(a)(u) with regard to novelt>, inventive step or industrial apphcabihtj; 
citations and explanations supporting such statement ^ ^ 


1 ctfttpment 

1 , a i<x i w 111 b 11 V 


YES 


Novelty (N) Claims NONE 

riflimf: 1-2 


NO 




YES 


Inventive Step (IS) Claims NONE 

riaimQ 1-2 


NO 




YES 


Industrial Applicability (lA) Claims 

ri«imc NONE 


NO 




2 citations and explanations 

Claims 1 and 2 lack novelty under PCT Anicle 33(2) as being anticipated by Bernstein et al (US Patent 5,648.061). 


Applicant's claimed invention is to an in vitro system aiKi its use for identifying agents capable of ''ff^^^^S .fJ^^^^Se 
.^n^n. rnbroblast cell culture wherein the cells were derived from a transgenic mouse expressmg the human elast n 
'^^r^^^H?™ trieSTreaaive oxygen species. Bernstein et al disclose an in vitro system compns.ng fibroblasts 
a r?"g".^ rre^TS"e?la^ elastin promoter operably linked to a CAT reponer gene and its use .n 
SiS^om^'Xcapableofilbitinlcutaneouspha^^^ 

reactive oxygen species was by exposing the fibroblast cells to UVB radiation. Therefore, the claimed mvem.on was clearly 
aDticipaied. 


NONE 
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(PCT Rule 71.1) 



Applicant's or agent's file reference 
BERN-0033 



29 JUN2001 
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Imemational application No. 



Imemational filing date (day/month/year) 
22 FEBRUARY 2000 



Priority Date (day I monthly ear) 
23 FEBRUARY 1999 



Applicant 
BERNSTEIN. ERIC F, 



2. A copy of the report and Us annexes, if any. is bemg transmUted to the Intemalional Bureau for communicat.on 
to all the elected Offices. 



3. 



Where required bv any of the elected OfHces. the International Bureau will prepare an English translation of 
the reportVut not of any annexes) and will transmit such translation to those Offices. 



4. REMINDER 

For further detarls on the appUcable time limits and requirements of the elected Offices, see Volume II of the 
PCT Applicant's Guide. 




INTERNATIONAL PRELIMINARY EXAMINATION REPORT 



International application No.. 
PCT/USOO/04438 



L Basis of the report 



1. With regard to the elements of the international application:* 
[3c] the international application as originally filed 
the description: 
pages 

pages NONE 



1-9 



_ , as originally filed 
filed with the demand 



pages , 



NONE 



, filed with the letter of 



|x] the claims: 

pages 

pages 

pages 

pages 



10 



NONE 



NONE 



, as originally filed 

as amended (together with any statement) under Article 19 

, filed u'llh the demand 



NONE 



, filed with the letter of 



[x] the drawings: 

pages _ NONE 
pages 



NONE 



, as originally filed 

filed with the demand 



pages 



NONE 



, filed with the letter of . 



the sequence listing part of the description: 

pages NONE 

pages 

pages 



NONE 



, as originally filed 

. filed with the demand 



NONE 



. filed with the letter of . 



2. With regard to the language, all the elements marked abo\^ were available or fimiished to this Authorit)' in the langu;jge in w hich 
the international application was filed, tmless otherwise indicated under this item. . • v ■ 
These elements were available or furnished to this Authority in the following language vvhich is: 

I I the language of a translation furnished for the purposes of international search (under Rule 23.1(b)). 

I I the language of publication of the international application (under Rule 48.3(b)). 

I I the language of the translation furnished for the purposes of international preliminaiy examination (under Rules 55.2 and/ 
or 55.3). 

3, With regard to any nucleotide and/or amino acid sequence disclosed in the international application, the international 
preliminaiy examination was carried out on the basis of the sequence listing: 

CZ] contained in the international application in printed form. 

[ I filed together with the international application in computer readable form. 

I I furnished subsequently to this Authority in UTitten form. 

I I furnished subsequently to this Authority in computer readable form. 

□ The statement that the subseauently furnished uTitten sequence listing does not go beyond the disclosure in the 
international application as filed has been furnished. 

□ The stateinent that the information recorded in computer readable fonm is identical to the writen sequence listing has 
b^n furnished. 

4 [3 The amendments have resulted in the cancellation of: 

CEl the description, pages 

CEl the claims, Nos. NONE 

[x] the drawings, sheets/fig NONE 



5. Q This report has been drawn as if (some of) the amendments had not been made, since they have been considered to go 

beyond the disclosure as fded, as indicated in the Supplemental Box (Rule 70.2(c)).** 
* Replacemem sheets whicii have been fimu^ to the receiving Office in response to an invitation under Article 14 are /-tf/errtf^/ /o 

in this report as 'originally filed" and are not annexed to this report since they do nm contain amendmenh (Rules 70. in 

and 70.17). 

*Mnv replacement sheet containing sudt amendments must be referred to under item 1 and a nnexed to this report. 
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InlernntioTKit :tpplic:ition No 


INTERNATIONAL PRELIMINARY EXAMINATION REPORT 


PCT/UStK)/0443H 



V. Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial applicability; 



citations and explanations supp orting such statement 

I. statement 

Novelty (N) 



Inventive Step (IS) 



Industrial Applicability (lA) 



Claims NONE . VES 

Claims . 1:2 NO 

Claims NONE YES 

, ^ MO 
Claims i-^ " 



Claims 1-2 VES 

Claims NONE ^ NO 



2. citations and explanations (Rule 70.7) 

Claims 1 and 2 lack novelty under PCT Article 33(2) as being anticipated by Bernstein et al (US Patent 5,648,061). 

Applicant's claimed invention is to an in vitro system and its use for identifying agents capable of affecting oxidative damage 
comprising a fibroblast cell culture wherein the cells were derived from a transgenic mouse expressing the human elastin 
promoter, and a means to generate reaaive oxygen species, Bernstein et ai disclose an in vitro system comprising fibroblasts 
derived from a transgenic mouse expressing the human elastin promoter operably Unked to a CAT reporter gene and its use m 
identifying compounds capable of inhibiting cutaneous photodamage. Bernstein et al also disclose that the means of generating 
reactive oxygen species was by exposing the fibroblast cells to UVB radiation. Therefore, the claimed invention was cleariy 
anticipated. 



— — NEW CITATIONS 

NONE 
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INTERNATIONAL PRELIMINARY EXAMINATION REPORT 



International application No., 
PCT/USOO/04438 



I. Basis of the report 



1. With regard to the elements of the international application:* 
the international application as originally filed 
the description: 

pages 

pages NONE 



_ . as originally filed 
filed with the demand 



pages 



NONE 



. filed with the letter of 



the claims: 

pages 

pages 

pages 

pages 



10 



NONE 



NONE 



, as originally filed 

as amended (together with any statement) under Article 19 
, filed with the demunJ 



NONE 



, filed with the letter of 



the drawings: 

pages NONE 

pages NONE 

pages NONE 



, as originally filed 

, filed with the demand 



[x\ the sequence listing part of the description; 

^ pages NONE 

pages NONE 

pages NONE 



, filed with the letter of . 



, as originally filed 

, filed with the demand 



, filed with the letter of , 



2 With regard to the language, all the elements marked aboxx were available or ftmushed to this Authoritj' m the language m u Wch 
■ the intanational appUcation was filed, unless other%%ise indicated imder this item. 

TT^ese dements v>Z available or furnished to this Authont>- in the following language _ _ ^^^.h i.. 

□ the language of a translation furnished for the purposes of international search (under Rule 23.1(b)). 
Q the language of publication of the international application (under Rule 48.3(b)). 

□ the language of the translation fumished for the purposes of international preliminaiy examination (under Rules 55.2 and/ 
or 55.3). 

3 With regard to any nucleotide and/or amino acid sequence disclosed in the international application, the international 
preliminaiy examination was carried out on the basis of the sequence listing: 

I I contained in the international application in printed form. 

[~~| filed together with the international application in computer readable form. 

I I furnished subsequently to this Authority in written form. 

rn furnished subsequently to this Authority in computer readable form. 

n The statement that the subsequently furnished WTitten sequence listing does not go beyond the disclosure in the 
I I international application as filed has been furmshed. 

n Tl«= statement that the information recorded in computer readable form is identical to the writen sequence listing has 
' — ' been furnished. 

4 13 The amendments have resulted in the cancellation of: 

CHI the description, pages NONE 

CH the claims, Nos. NONE 

[3 the drawings, sheets/fig NONE 

5. n This report has been drawn as if (some of) the amendments had not been made, since they have been considered to go 
beyond the disclosure as fded, as indicated in the Supplemental Box (Rule 70 2(c)).*» 

and 70.17). amendments must be referred to under it fm 1 and annexed to this report,^ 
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(To be used when the space in any of the preceding boxes is not sutlicient) 



Continuation of: Boxes I - VIII 



Sheet 10 



CLASSIFICATION: 

The International Patent Classification (IPC) and/or the National classification are as listed below: 
IPC(7): AOIN 63/00; A61K 38/43. 38/44, 38/54; C12N 5/00. 15/00 and US CI.: 424/93.7. 94,1. 94.3. 94.4; 435/320.1, 
325; 800/13. 18 
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INTERNATIONAL SEARCH REPORT 



International application No. 
PCTAJSOO/04438 



A CLASSIFICATION OF SUBJECT MATTER 
IPCC7) lAOlN 63/aO; A61K 3S/43. 38/44, 38/54; C12N 5/00. 15/00 
USCL : 424/937. 94.1. 943. 94.4; 435/320.1. 325; 800/13 18 . . ,pc 

According to International Patent Classification QPC) or to both national classification and IPC 



a FIELDS SEARCHED , 

Minimum documentation searched (classification system followed by cUssification symbols) 



U.S. : 424/93.7. 94.1. 943. 94.4; 435/320.1. 325; 800/13. 18 



^ :: _. c„ ^^^.,«e^»i,t!on to the eictentthat such documents arc included in the fields searched 
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